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CLINDAMYCIN PHOSPHATE GEL USP, 1% ~

FOR EXTERNAL USE ONLY AVOID CONTACT WITH EYES

DESCRIPTION only
Phosphate Get, for topical use, contain ciindamycin phosphate, USP, at a.concantra-
cindamycin per gram.

tion equrvalent to 10 mg

Gndamycnm 2 water soluble sster of the semi-synthetic antiblotic produced

7(S)-chioro-substitution of the 7(R)-hydroxyl group of the parent antibiotic Imom;;n bre

wxmm.nmnammmwmmmmwwm propylens
nd purfied wates.

The structural formut is represented below:

o
Moleculas Formuta: CqgHin (CINy0gPS Molocutar Weight: 504.97
The chemical name for clindanycin phosphate is 7(S)-chioro-7-deoxyli ycin-2-phosph:
X'i'rf%mm"mﬂﬂw inactive in witro, rapid in hydrolysis converts this
p e 8 i vivo com-
pound to the antibacterially active cindamycin,

am:mmmmmwmmcmmmmm
Mhmnmlbeendmm da and erythromy

mlwhlwedmpfmddr‘ ,' hosphate at 2 ration equivalent to
10 mg cin per mi. i an sopropyt and water solstion, low levels of clin-
damycmmpmmmthnm(t):lndmt)mdleuttnn“%olmo e i8 recovered in

Mmmwmhmdmmodnmmhmamm mean con-
centration of antidiotic activity in extracted comedones aftar ap| Phntohate
TopalSduionloruedumSWmcdodoomedomlmtnO Clindamyein
al
in vitro inhibits all Propionibectenum acnes cultures mez uhﬂym
on the skin surface have b«nducmwdtmmawmwyl“to lmmgawnmno!
clindamycin.
llDlCAmls 3 AND USAGE
Gel is indicated in the t dm lnmolmepolmud
Ior dnmn, bloody diarrhea and pseudomembrano! consider
whether other lar e more appropriate. (See conmwnom ls WARIII& and
ADVERSE REACTIONS.)
gommnmmmﬁ Gel i eommnd individuals with Mn
¢ Gel is icated in a to
clir ycin, a history of eritis or uk
tis, onhmotyotwdmnc auoca(edeou
WARNINGS
Onkz and p ly administered clindamycin has bosn iatod wilh severe colllls
reslt in ntlul death. Uss of the bplcd lormciation of cllndmydn resuits In
aﬁmtlu of the anliblotic from the skin sorfacs. Diarrhea, diarrhes, and calitis

(Imn,g‘wmnhuwm colitis) have boen reported with ‘Ibe osa of fogical and systemic

Sludies indicals a loxi mdwuﬂ:! clostridia Is one primary cause of antibialic-sssociated

colitts. Thnmhk-.( by severs et dlarrvea aad severs sbdominal

cramps aad may bo msocizied with the passage of and mucss, Endoscopic mamination

mE mmnnm- wllh Stool cuitures lor Clostridlum difficile aad stoo! assay
in may be helptel diagostically.




mupma-« diarrtea occurs, lhe (fnwed. Large bowel endoscopy
id be considored lo estabileh a defini dhqnoxb of severe diarrhea.

Ampnrimk wehuopdaamdbhom ommmmmpmhqum

the condition. has been found to de effective in the tr. of antiotic-associated
k coliis produced dy Clostridium difficile. The usual adult doeage is 500 mg to

Emdumunml?vwmmmmouavﬂdeMudfw?bIoan.

Cho colestipol resins nmn nbomummdnmomycnm

:)bo inistered concurmently, & may de to separate the time of administration of

rug.

Diasthaa, colitis, and pseudomembranous colitie have bean observed to begin up to several woeks

following cessation of oral and parenteral therapy with clindarmycin,

mzcnumu

ral: Clindamycin phosphate should be prescrided with caution in afSpic individuats,
l:lmldmdhu: has been shown to have neuromuscutar blocking properties that
may enhance the action of other neuromuscular blocking sgents. Thersfore & should de used with
uutnnmpaﬂmbmdmmw
Pregasacy: h-wqahq:z Reproduction studies have been per-
%thﬂl mamwtmm’%

wrﬂnmmbdwmdmmlmuhmnh etus due to clin

damyen. tre, however, o and studies in pregmant women
Because animal re| nmuommnMWndmrmﬁuqu
should bo used prognancy only f clearly .

eumzmmm However, onally has been
reported to 2ppear in breast milk, Because of the for serious adverse reactions in nurs-

infants, a docision should be made whether to discontinue nursing or o

into account the importance of the drug to the mother.

Pedlstric Uss: Safety and effecth in podiatri 0 under the age of 12 has not been
ostablished.
ADVERSE AEACTIONS
in 18 clinical studiss of various formulations Phosp| solution
g:eebonﬁehawoncﬂweommpr umh.plﬂaumiatdlmm

tment emergent dermatologic [see tabie below,

Number of patients reporting events
Treatment Emergent Adverse Event Soksion Gel Lotion
n=$53 (%) =148 (%) ™ 160 (%)

8urning g2 (1 151 17 (11
gcnm . a&r‘) 15(13 :7 1"
e Eh He -3
Oiliness/Oity Skin e(}) {1 12701

P 81 (11) #(=)
# not recorded
* of 126 subjects
Orally and parenterally administered clindamycin has been fated with severe colitis which
m‘ffmhm
mammmmwmwwmmwm)mum
reported 2s adverse treated with oral and parenteral formulations of clin-

anwmwm(mwmml&)
Abdominal pain and gastrointestinal disturbances as well i3 -egative follicufitis have aiso
bmmmndnmda&nmmmdwwmmﬂmm

OVERDOSAGE

Topically applied ol topical solution can be absorbed in sufficient amounts to product
sysiem effocts (so0 WARNINGS).

DOSAGE AND ADMINISTRATION
Aooryatrsnmndmnwnmmwdwed:wlomemdm Keep container tightly
How SUPH.IED

Céindamycin Phosphate Gel containing c wein phosphate equivalant to 10 mg clindamycin per
gram is available in the following szes:

30 gram tube NOC 0168-0202-30 60 gram tube NDC 0168-0202-60

Store at controfied room temperature 15°-30°C (59°-86°F). Protect from freezing.

E. Fongera & Co. 1220230A
a dision of Altana Inc. 68
Mealvidlo, NY 11747 Ravo
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3.468

:NDC 0168-0202-60 o m only
fougera® e Ayl P

10 mg (1%). Also, allantoin,

CLINDAMYCIN PHOSPHATE careomer. s34p.  metryiparaben,

. polyethylen rmdpfopv‘
lycol, sodium and
GEL USP, 1% Purified water s
:equivalent to 1% clindamycin » P_H, range 4.5 - 6.5
\For Topical Use Only Q, - NETWT 60 grams
J’a ) : ’
':Usual Dosage: Apply a thin film twice daily EXTE
'to affected area. See package insert for N 7 AFv%f‘o cop#k‘é‘% é&ﬁ'i.%@‘é’s
glete product information. . See crimp of tube for Lot No.
PEN: Use cap to puncture seal. and Exp. Date.
rIMPORTANT Do not use if seal has been Store at controlled room
evnctured or is not visible. i tE tempeﬂttme 15°-30°C (59°-86°F).
ARNING: Keep out of reach of children. 46

' E. FOUGERA & CO.
' a division of Altana Inc.
+ MELVILLE, NEW YORK 11747

i

- 6.000

Die Size 1 1/8 x 6 circ:3.468
Colors: Black PMS Yellow
Pharma Code: #264

392
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S : See crimp of tube for Control No. and Exp. Dats.

1%

e O OO PP SO i
NDC 0168-0202-60 Bon | £ 1
[ ] H
fougera only FOR EXTERNAL USEONLY | 9 = - ;
CLINDAMYCIN PHOSPHATE AVOID CONTACTWITHEYES | P ST & |
GEL USP, 1% g ' BSg3 |
equivalent to 1% clindamycin ' P g] Sx uw i
For Topical Use Only NETWT60grams : PgdZd 1
-~ ] Usual Dosage: Apply a thin film twice daily to affected area. .
S | See package mggl?t for complete product information. pH ra_nge 4.5-6.5
&) | Store at controlled room temperature 15° to 30°C (59° to 86°F). TO OPEN- To puncture t?l'? seal,
i IMPORTANT: The opening of this product is covered by a metal - "t""’";" the fafha“t ge ?: sh° o‘"‘c'
| tamper-resistant seal. If this seal has been punctured or is not vis- ure- gm gntlleseual s o“ n. wh
i ible, do not use and retum product to place of purchase. pe
I E.FOUGERA & CO. To close, screw the cap back
i adivision of Altana Inc., MELVILLE, NEW YORK 11747 "~ onto the tube.
|
e e e e
/ | NDC 0168-0202-60 )
Each gram contains: Clindamycin
lougera ® E] only phosph%ie e% uivalent to clmdan'l{'cm

lyool 400, propylene glycol, sodium
ﬁydroxlde and purified water.

NET WT 60 grams !

E CLINDAMYCIN PHOSPHATE 334P, mothylpaaben, polysihylane
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; 1 Name: Clindamycin Phosphate 60g Cart |
Came el . + Die Size: 1.375 x 1.375 x 6.1875 :
Sl o _ UPC Code: 0168-0202-60
" Pharma Code: #264
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